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94. (New) The bone fastener according to claim 83, and including a collet that is threaded 
internally, wherein the shaft is threaded. 

95. (New) The bone fastener according to claim 83, wherein the wmg is pivotally engaged 
with the shaft by way of a hinge. 

96. (New) The bone fastener according to claim 83, wherein the wing is pivotally engaged 
with the shaft by way of a pm hinge. 

97. (New) The bone fastener according to claim 83, and including a split collet that that is 
slidable longitudinally along the shaft when the spUt collet is expanded and is not sUdable 
longitudinally along the shaft when the spUt coUet is coUapsed about the shaft. 

98. (New) The bone fastener accordmg to claim 83, and including a spUt threaded collet, the 
threads of the coUet having at least one long slope surface and at least one short slope surface, 
wherein the shaft is reciprocally threaded to the threaded collet. 

REMARKS 

This letter is responsive to an Office Action of 19 February 2004 in which the 
Examiner rejects the AppUcant's response (13 January 2004, paper # 21) to an Office Action 
maUed 24 April 2003. In that Office Action, the Examiner finds that: 

Applicant "deliberately submitted a proposed amendment of the claims that is of a 
completely different nature than paper #20 amendment". 

This letter is also responsive to the Office Action mailed 24 April, 2003. In that Office 

Action, the Examiner finds that. 

Claims 78-81 and 89-92 are rejected for being directed to non-elected species; 

Two paragraphs introduced to describe Figs. 71-74 are rejected under 35 U.S.C. 132 

for introducing new matter. 

Claims 34, 25, 40, 43, 47-50 77, 82 and 84-88 are rejected under 35 U.S.C. 101 for 

claiming non-statutory subject matter. 

The following claims are rejected under 35 U.S.C. 102 (b). 

1. Claims 34, 35, 40 and 43 for being anticipated by Dzus (U.S.P. 2,485,531); 
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2. Claims 34, 35, 40 43 and 83-86 for being anticipated by Tennican (U.S.P. 
3,168,50); and 

3. Claims 34, 40, 82, 83 and 85 for being anticipated by Ferris U.S.P. 4,865,501) 

RAg pofisy t Oflicg Action m ailed 24 April. 2003 
T. Scope of elected species 

Applicant has canceUed claims 78-81 and 88-92 but reserves the right to recover the 
material in these claims in future continuation and/or divisional appUcations related to the 
instant application. 

n. Old Matter presented in a Figure 

Page 31, lines 2 and 3 state that the geometry of head embodiment (H4) is "especially 
useful if the surrounding tissue is very thm and devoid of muscle and/or fat, such as on the 
forehead or the front of the shin". This statement clarifies Figs. 72 and 73 in that (Claim 34) 
"the other faces adjoining the first face and contacting the surface each have a smaller area 
than said first area". 

Clearly, Figs. 72 and 73, particularly with the above-noted description, are within the 
scope defined by Vas-Cath Inc. v Mahurkar 935F.2d 1555, 1563, 19 SUPZ2d 1498 (Fed. Cir. 
1998), "Drawings constitute an adequate description if they describe what is claimed and 
convey to those of skill in the art that the patentee actually invented what is claimed." 

m. statutory Subiect Matter 

AppUcant has amended claims 34 and 82 to remove the foUowing references: 
"contacts a . . . bone" and "contacts the bone", claim 34; and 
"contacts a bone", claim 82, 
thereby complying with the examiner's interpretation of 1146 TMOG 24 (1993). 

With claims 34, and 82 in aUowable form, dependent claims 35, 40, 47-50, 77, 84-88 
thereby become allowable. 



TV. Adjoining Faces 

AppUcant has amended claim 34 have been amended to use the word "face" in place 

the word "surface". 

Webster's Encyclopedic Unabridged Dictionary Updated Version, defines "face" as: 

s 
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"any of the bounding surfaces of a solid figure; a cube has six faces." 
On this basis, claim 34 has been broadened and thereby defines a different invention 
with respect to Dzus (U.S.P. 2,485,531). 

V. Fasteners Adapte tf to be Sterilized 

Examiner finds: 

i) Claims 34, 35, 40 43 and 83-86 are anticipated by Tennican (U.S.P. 
3,168,50); and 

ii) Claims 34, 40, 82, 83 and 85 are anticipated by Ferris (U.S.P. 4,865,501). 

• AppUcant has amended independent claims 34, 82 and 83, to specify a fastener 

"adapted to be sterilized". 

That these fasteners must be sterilized prior to implantation as stated on Page 21, lines 

14-21 of the instant application: 

"The entire fastener is characterized by suitable incoiporation of . . . . materials of long- 
term biological stability . . . well tolerated by the body both during healing and thereafter, and 
to be extremely unlikely of . . . reaction within the joints or the body as a whole." 

Non-sterilized fasteners implanted in body tissue cause infections that are not tolerated 
well by the body, causing infection that can result in death. 

Neither Tennican nor Ferris teach devices that are "adapted to be sterilized". 

With claims 34, 82 and 83 allowable, dependent claims 35, 40, 43, 84-86 and 93-9i 
become allowable. 



VT. Multiple Dependencies 

AppUcant has revised claims 47, and 84-88, to remove multiple dependencies, and 
added claims 93-98, thereby recovering the material sacrificed in removing multiple 
dependencies of claims 84-88. 



Response to Office Action of 19 Feb ruary 2004 

In the subject Office Action, Examiner rejected Applicant's response (13 January 
2004, paper # 21) to an Office Action mailed 24 April 2003 and finds that AppUcant 
"deUberately submitted" a response containing errors in the amended claim set. Examiner has 
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awardedd AppUcant "a new time period for reply" of six months as provided by 37 CFR 1.134 
and 1.135c. 

AppUcant respectfuUy submits that were the proposed claims "inadvertently omitted" 
and Applicant is entitled to consideration under 37 CFR 1.135c based upon the following: 

i) A Patent Office error vis-a-vis the Applicant's timely response to the Office Action 
mailed 24 April 2003 resulted in a 30 day deadline to formulate the response above-noted 
inadvertent response. AppUcant is neither a Patent Attorney or Patent Agent and due to the 
tremendous time pressure made nonsubstantive errors. 

ii) The claims contain an error in the cancelled portion of claim 34 as filed in the RCE 
of 17 March 2003, but not the amended portion of claim 34. AdditionaUy, while claims 48, 49 
and 50 were inadvertently included, these claims had been, in fact, "previously cancelled", 
rendering their inclusion non-substantive. 

In light of the above inadvertent non-substantive additions and the error of the 
USPTO, AppUcant respectfully requests that no charges or penalties be levied in association 
with the instant response. 



Summary 

In view of the above remarks and amendments, a positive IPER is respectfuUy awaited. 
In the event that the Examiner beUeves that there are problems that would make it impossible 
to allow the claims, the Examiner is respectfully requested to caU the undersigned at: (972) 56- 
758-096 so these issue can be reviewed and/or clarified. Please note that Israel is 7 hours 

ahead of the US East Coast. 

Alternatively, please use the address Usted below for sending correspondence to the 

Applicant. 

Respectfully submitted. 



Y. FREEDLAND 
Inventor and Applicant 

April 21, 2004 
64/6 Trumpeldor Street 
Petach-Tikva 49403, Israel 
Tel: +972-56-758096 
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Version with Markings to Show Changes Made 

IN THE SPECIFICATION 

-_ In an oxomplory ombodimont, wing llil comprioo o a body having a contact 
s urfgco that contacto a portion of bone and at loaot tvvo adjoining surface s that adjoin tho 
contact surfgco and contact th e bono. In an oxomplary ombodimont, tho contact s urface 
has a greater area than any adjoining surface. 

iMtcmatively or additionally, wing llil oomprisco a oontaet surfaoc adapted to 

contact a bono. When tho contact ourfaco of wing llil contacto tho bono, it hao a firot 
extent in a first direction, a oooond extent in a second orthogonal direction and a third 
extend in a third orthogonal direction. In on exemplary embodiment, the contact surface 
lies in a plane defined by the first and second directions of said dircotiono and the third 
07ctent is smaller than either the first or second e xtent. 

Alternatively or additionally, wing llil io pivotably rototable about an axis, for 

example passing through pin hinge lli2 at an end of s haft llli and wing llil ha s a 
contact surface for contacting the bone. In an exemplary embodiment, the axis io external 
to th e contact surface of wing 1 lil — 

IN THE CLAIMS 

34. (Newly Amended) An orthopedic fastening system adapted to be sterilized for in vivo 
use, the svstenu comprising: 

a shaft having a pivotal engagement at one end and a wing pivotally engaged with 
r>md Gngggemont at one end , the wing comprising a body having a plurality of surface s , 
each surface defining an ar e a i ncluding: 

a first face having a first area adapted for a contact surface having a contact area 
thnt nnntnnt?^ n poTtinn of bon e contacting a bone surface : and 

at least two adjoining surfaces f aces.that adjoin the first face and adapted for 
contacting the bone surface, the adjoining surfaces each having a oontaet edge that 
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Version with Markings to Show Changes Made 

IN THE SPFriFTCATION 

- _Li an oKomplary ombodiment, wing llil compriooo a body having a contact 
surface that oontacto a portion of bono and at least two adjoining t,m f aooo that adjoin t h e 
oontact surface and contact tho bono. In an exemplary embodiment, tlio oontoct o urfnce 
has g greater aroa than any adjoining surface. 

.Mtcrnativcly or additionally, wing llil oomprisca a oontaot ourfaoc adapted to 

oontact g bono. When tho contact surfaoo of wing llil oontaots tho bono, it has a first 
oittont in a first direction, a second oirtont in a ocoond orthogonal direction and a third 
oxtond in a third orthogonal direction. In an OKomplory embodim e nt, the oontact ourfn c e 
lies in a plane defined by the first and scoond dirootiono of said dircotions and the thir d 
extent is smaller than either th e first or s e cond extent. 

Altomativoly or additionally, wing llil is pivotably rotatablo about an am o , for 

example passing through pin hinge lli2 at an end of shaft llli and wing llil ha s a 
contact surface for contacting the bono. In an exemplary embodiment, the Mas is o^ctomnl 
to the oontact surfaoo of wing 1 lil — 

IN THE CLAIMS 

34. (Newly Amended) An orthopedic fastening system adapted to be sterilized for in vivo 
use, the system, comprising: 

a shaft having a pivotal engagement at one end and a wing pivotally engaged with 
..niH nngngoment at one end , the wing comprising a body having a plurality of surfaces, 
oach surface defining an ar e a including : 

a first face havi n g a first area adapted for a contaa surface having a contact area 
thn t ^f^p rn "^ " " pnitinn nf hnn e contacting a bone surface : and 

at least two adjoining ourfgcco f aces_that adjoin the first face and adapted for 
contacting the bone surface, the adjoining aurfaoeo caoh having a contact edge that 
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oontactotho bono, wherein the other faces adioining the first face and contacting the bone 
surface each have a smaller 

the oontaot surfaoo haa a groator area than said first area- any adioining ourfaoo . 

35. (Previously Amended) The orthopedic fastening system according to claim 34, and 
including a collet that is threaded internally, wherein the shaft is threaded. 

36-39 (Previously Cancelled) 

40. (Previously Amended) The orthopedic fastening system according to claim 34, 
wherein the wing is pivotally engaged with the shaft by way of a hinge. 

41-42 (Previously Cancelled) 

43. (Previously Amended) The orthopedic fastening system according to claim 34, 
wherein the wing is pivotally engaged with the shaft by way of a pin hinge. 

44-46 (Previously Cancelled) 

47. (Newly Amended) The orthopedic fastening system according to any one of claims 
34, 35, 10 and 13, and including a split collet that is slidable longitudinally along the 
shaft when the split collet is expanded and is not slidable longitudinally along the shaft 
when the split collet is collapsed about the shaft. 

48-76 (Previously canceled) 

77. CPreviously Added) The orthopedic fastening system according to claim 34, and 
including a split threaded collet, the threads of the collet having at least one long slope 
surface and at least one short slope surface, wherein the shaft is reciprocally threaded to 
the threaded collet. 
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contaoto the bone, wherein the other faces adjoining th e, first face and contacting the bone 
surface each have a smaller 

the oontaot ourfooo haa a grcator area than said first area- any adjoining ourfaoc . 

35. (Previously Amended) The orthopedic fastening system according to claim 34, and 
including a collet that is threaded internally, wherein the shaft is threaded. 

36-39 (Previously Cancelled) 

40. (Previously Amended) The orthopedic fastening system according to claim 34, 
wherein the wing is pivotally engaged with the shaft by way of a hinge. 

41-42 (Previously Cancelled) 

43. previously Amended) The orthopedic fastening system according to claim 34, 
wherein the wing is pivotally engaged with the shaft by way of a pin hinge. 

44-46 (Previously Cancelled) 

47. (Newly Amended) The orthopedic fastening system according to any ono of claims 
34^ 35, 10 and 13, and including a split collet that is slidable longitudinally along the 
shaft when the split collet is expanded and is not sUdable longitudinally along the shaft 
when the split collet is collapsed about the shaft. 

48-76 (Previously canceled) 

77. (Previously Added) The orthopedic fastening system according to claim 34, and 
including a split threaded collet, the threads of the collet having at least one long slope 
surface and at least one short slope surface, wherein the shaft is reciprocally threaded to 
the threaded collet. 
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78-81 (Cancelled) 

82. (Newly Amended) A bone fastener, ada pted to be sterilized for in yivo ^s^, 
comprising a shaft and a wing that is pivotally attached to the shaft, the wing having: 

a first insertion position in which a rnntact surface of the wing, is substantially 
parallel to the shaft, 

a second deployed position in which the contact a-surface of the wing is 
substantially nhlig ne to the shaft contaota a bono ourfaoo , wherein in the wing has: 

a first extent in a first direction; 

a second extent in a second orthogonal direction; and 

a third extend in a third orthogonal direction, wherein 
the contact surface lies in a plane defined by the first and second directions of said 
directions and wherein, the third extent is smaller than efther the first or second extent. 



83. (Newly Amended) A bone fastener ada pted to be sterilized for in vivo 



use. 



compnsmg: 

a shaft; and 

a wing body pivotably rotatable at an end of the shaft about an axis, and having a 
contact surface for contacting the bone, wherein 
the axis is external to the contact surface. 

84. (Newly Amended) The orthopedic fastening o y o tem bone fastener according to claim 
82 or olaim 83 and including a collet that is threaded internally, wherein the shaft is 
threaded. 

85. (Newly Amended) The orthopedic faatcning oyotom bone fastener according to claim 
82 or claim 83, wherein the wing is pivotally engaged with the shaft by way of a hinge. 

86. (Newly Amended) The orthopodio faatcning oyotem bone fastener according to claim 
82 or claim 83, wherein the wing is pivotally engaged with the shaft by way of a pin 
hinge. 
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78-81 (Cancelled) 

82. (Newly Amended) A bone fastener, adapted to b? sterilized for in vivo use, | 
comprising a shaft and a wing that is pivotally attached to the shaft, the wing having: 

a first insertion position in which a contact surface of the wing, is substantially | 
parallel to the shaft, 

a second deployed position in which the contact ft-surface of the wing is 
siihstantiallv oblique to the shaft u o ntaota a bone ourfaoo, wherein in the wing has: 

a first extent in a first direction; 

a second extent in a second orthogonal direction; and 

a third extend in a thu-d orthogonal direction, wherein 
the contact surface lies in a plane defined by the first and second directions of said 
directions and wherein, the third extent is smaller than either the first or second extent. 

83. (Newly Amended) A bone fastener adapted to ba sterilized for in vivo use, 

comprising: 

a shaft; and 

a wing body pivotably rotatable at an end of the shaft about an axis, and having a 
contact surface for contacting the bone, wherein 
the axis is external to the contact surface. 

84. (Newly Amended) The orthopedic faatoning o y o tom bone fastener according to claim 
82 or claim 83 and including a collet that is threaded internally, wherein the shaft is 
threaded. 

85. (Newly Amended) The nrthnpnHi,' fn r .tnning n yntam bone fastener accordmg to claim 
82 or claim 83, wherein the wing is pivotally engaged with the shaft by way of a hinge. 

86. (Newly Amended) The nrthnpnriin fnntn.ning nyntom bone fastener according to claim 
82 or claim 83, wherein the wing is pivotally engaged with the shaft by way of a pin 
hinge. 
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87. (Newly Amended) The orthopedic fastening oyotem bone fastener according to claim 
82 or claim 83, and including a split collet that that is slidable longitudinally along the 
shaft when the split collet is expanded and is not slidable longitudinally along the shaft 
when the split collet is collapsed about the shaft. 

88. (Newly Amended) The orthopedic faatcning oyotem bone f^en^ according to claim 
82 or olaim 83, and including a split threaded collet, the threads of the collet having at 
least one long slope surface and at least one short slope surface, wherein the shaft is 
reciprocally threaded to the threaded collet. 



89-92 (Cancelled) 

93. (New) The orthopedic fastening system according to claim 34, wherein the third 
extent includes at least one surface havin g «t l«ist one edge, the edge being adjoined to 
the contact surface such that when the c ontact is deployed against a facing, only the at 
least one edge the adjoining faoco arc adapted to contact the facing when deployed, only 
at edges of the fac e s . 

94. (New) The bone fastener according to claim 83 and including a collet that is threaded 
internally, wherein the shaft is threaded. 

95. (New) The bone fastener according to claim 83, wherein the wing is pivotally 
engaged with the shaft by way of a hinge. 

96. (New) The bone fastener according to claim 83, wherein the wing is pivotally 
engaged with the shaft by way of a pin hinge. 

97. (New) The bone fastener according to claim 83, and including a split collet that that is 
slidable longitudinally along the shaft when the split collet is expanded and is not sUdable 
longitudinally along the shaft when the split collet is collapsed about the shaft. 
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87. (Newly Amended) The orthopodic fastening oy o tem bone fastener according to claim 
82 or claim 83, and including a split collet that that is slidable longitudinally along the 
shaft when the split collet is expanded and is not slidable longitudinally along the shaft 
when the split collet is collapsed about the shaft. 

88. (Newly Amended) The orthopedic faotcning oyotom bone fastener according to claim 
82 or claim 83, and including a split threaded collet, the threads of the collet having at 
least one long slope surface and at least one short slope surface, wherein the shaft is 
reciprocally threaded to the threaded collet. 

89-92 (Cancelled) 

93. (New) The orthopedic fastening system according to claim 34, wherein the third 
extent includes at least one surface havin f ^ at least one edge, the edge beinfi adjoined tp 
the contact surface, such that when th e rontact is deployed against a facing, only the at 
least one edge the adjoining facca arc adapted to contact the feeing when deployed, only 
at edges of th e fac e s . 

94. (New) The bone fastener according to claim 83 and including a collet that is threaded 
internally, wherein the shaft is threaded. 

95. (New) The bone fastener according to claim 83, wherein the wing is pivotally 
engaged with the shaft by way of a hinge. 

96. (New) The bone fastener according to claim 83, wherein the wing is pivotally 
engaged with the shaft by way of a pin hinge. 

97. (New) The bone fastener according to claim 83, and including a split collet that that is 
slidable longitudinally along the shaft when the split collet is expanded and is not slidable 
longitudinally along the shaft when the split collet is collapsed about the shaft. 



11 



349/03664 A06 



98. (New) The bone fastener according to claim 83, and including a split threaded collet, 
the threads of the collet having at least one long slope surface and at least one short slope 
surface, wherein the shaft is reciprocally threaded to the threaded collet. 
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